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(e) * * *
(6) * * *
(ii) Represents or suggests that a prescrip-

tion drug is safer or more effective than an-
other drug in some particular when the dif-
ference has not been demonstrated by sub-
stantial evidence. An advertisement for a
prescription drug may not, either directly or
by implication, e.g., by use of comparative
test data or reference to published reports,
represent that the drug is safer or more ef-
fective than another drug, nor may an adver-
tisement contain a quantitative statement
of safety or effectiveness (a) unless the rep-
resentation has been approved as part of the
labeling in a new drug or antibiotic applica-
tion or biologic license, or (b) if the drug is
not a new drug or a certified or released an-
tibiotic, or biologic, unless the representa-
tion of safety or effectiveness is supported by
substantial evidence derived from adequate
and well–controlled studies as defined in
§ 314.111(a)(5)(ii) of this chapter, or unless the
requirement for adequate and well–con-
trolled studies is waived as provided in
§ 314.111(a)(5)(ii) of this chapter.

* * * * *

(vii) Suggests, on the basis of favorable
data or conclusions from nonclinical studies
of a prescription drug, such as studies in lab-
oratory animals or in vitro, that the studies
have clinical significance, if clinical signifi-
cance has not been demonstrated. Data that
demonstrate activity or effectiveness for a
prescription drug in animal or in vitro tests
and have not been shown by adequate and
well–controlled clinical studies to pertain to
clinical use may be used in advertising ex-
cept that (a), in the case of anti–infective
drugs, in vitro data may be included in the
advertisement, if data are immediately pre-
ceded by the statement ‘‘The following in
vitro data are available but their clinical
significance is unknown’’ and (b), in the case
of other drug classes, in vitro and animal
data that have not been shown to pertain to
clinical use by adequate and well–controlled
clinical studies as defined in § 314.111(a)(5)(ii)
of this chapter may not be used unless the
requirement for adequate and well–con-
trolled studies is waived as provided in
§ 314.111(a)(5)(ii) of this chapter.

* * * * *
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LICENSING OF WHOLESALE PRE-
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§ 205.1 Scope.
This part applies to any person, part-

nership, corporation, or business firm
in a State engaging in the wholesale
distribution of human prescription
drugs in interstate commerce.

§ 205.2 Purpose.
The purpose of this part is to imple-

ment the Prescription Drug Marketing
Act of 1987 by providing minimum
standards, terms, and conditions for
the licensing by State licensing au-
thorities of persons who engage in
wholesale distributions in interstate
commerce of prescription drugs.

§ 205.3 Definitions.
(a) Blood means whole blood collected

from a single donor and processed ei-
ther for transfusion or further manu-
facturing.

(b) Blood component means that part
of blood separated by physical or me-
chanical means.

(c) Drug sample means a unit of a pre-
scription drug that is not intended to
be sold and is intended to promote the
sale of the drug.

(d) Manufacturer means anyone who
is engaged in manufacturing, prepar-
ing, propagating, compounding, proc-
essing, packaging, repackaging, or la-
beling of a prescription drug.

(e) Prescription drug means any
human drug required by Federal law or
regulation to be dispensed only by a
prescription, including finished dosage
forms and active ingredients subject to
section 503(b) of the Federal Food,
Drug, and Cosmetic Act.

(f) Wholesale distribution and wholesale
distribution means distribution of pre-
scription drugs to persons other than a
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consumer or patient, but does not in-
clude:

(1) Intracompany sales;
(2) The purchase or other acquisition

by a hospital or other health care en-
tity that is a member of a group pur-
chasing organization of a drug for its
own use from the group purchasing or-
ganization or from other hospitals or
health care entities that are members
of such organizations;

(3) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug by a charitable organiza-
tion described in section 501(c)(3) of the
Internal Revenue Code of 1954 to a non-
profit affiliate of the organization to
the extent otherwise permitted by law;

(4) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug among hospitals or other
health care entities that are under
common control; for purposes of this
section, common control means the
power to direct or cause the direction
of the management and policies of a
person or an organization, whether by
ownership of stock, voting rights, by
contract, or otherwise;

(5) The sale, purchase, or trade of a
drug or an offer to sell, purchase, or
trade a drug for emergency medical
reasons; for purposes of this section,
emergency medical reasons includes
transfers of prescription drugs by a re-
tail pharmacy to another retail phar-
macy to alleviate a temporary short-
age;

(6) The sale, purchase, or trade of a
drug, an offer to sell, purchase, or
trade a drug, or the dispensing of a
drug pursuant to a prescription;

(7) The distribution of drug samples
by manufacturers’ representatives or
distributors’ representatives; or

(8) The sale, purchase, or trade of
blood and blood components intended
for transfusion.

(g) Wholesale distributor means any
one engaged in wholesale distribution
of prescription drugs, including, but
not limited to, manufacturers; repack-
ers; own-label distributors; private-
label distributors; jobbers; brokers;
warehouses, including manufacturers’
and distributors’ warehouses, chain
drug warehouses, and wholesale drug
warehouses; independent wholesale

drug traders; and retail pharmacies
that conduct wholesale distributions.

§ 205.4 Wholesale drug distributor li-
censing requirement.

Every wholesale distributor in a
State who engages in wholesale dis-
tributions of prescription drugs in
interstate commerce must be licensed
by the State licensing authority in ac-
cordance with this part before engag-
ing in wholesale distributions of pre-
scription drugs in interstate com-
merce.

§ 205.5 Minimum required information
for licensure.

(a) The State licensing authority
shall require the following minimum
information from each wholesale drug
distributor as part of the license de-
scribed in § 205.4 and as part of any re-
newal of such license:

(1) The name, full business address,
and telephone number of the licensee;

(2) All trade or business names used
by the licensee;

(3) Addresses, telephone numbers,
and the names of contact persons for
all facilities used by the licensee for
the storage, handling, and distribution
of prescription drugs;

(4) The type of ownership or oper-
ation (i.e., partnership, corporation, or
sole proprietorship); and

(5) The name(s) of the owner and/or
operator of the licensee, including:

(i) If a person, the name of the per-
son;

(ii) If a partnership, the name of each
partner, and the name of the partner-
ship;

(iii) If a corporation, the name and
title of each corporate officer and di-
rector, the corporate names, and the
name of the State of incorporation; and

(iv) If a sole proprietorship, the full
name of the sole proprietor and the
name of the business entity.

(b) The State licensing authority
may provide for a single license for a
business entity operating more than
one facility within that State, or for a
parent entity with divisions, subsidi-
aries, and/or affiliate companies within
that State when operations are con-
ducted at more than one location and
there exists joint ownership and con-
trol among all the entities.
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